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REMARKS 

Reconsideration ano withdrawal of the iviections of tfe«* application and consideration 
and entry of this paper are respectfully requested in view of the herein remarks and 
accompanying information., which place the application in condition for allowance. 

I. STATUS O F CL AI MS , AND FORMAL MATOgS 

Claims 1-3, 5, ?, 11, 13. 15, 17, 19, 20, 22, 23, 25, 26, 28-32, 34-41, 10L and 104- 
10? are pending in this application. Claims L 2., 3., 40, 41, and 101 are amended without 
prejudice, without admission, without surrender of subject, matter, and without any intention of 
creating any estoppel as to equivalents. 

Support for the amendment to claims 1, 2, 40. and 41 can he found throughout the 
specification as originally filed. For example, support for the amendment to recite 4 'transfer 
means communicating between the input storage container and the chamber for transferring the 
cells from the storage container continuing to the chamber"' can be found, for instance, on 
page*-', line 4 p^ge 10. hue 5. and on p^gc- 129, paragfapti o. Support h>r tlx amendment so 
recite si a further transfer means for transferring a volume of the agent ism? the chamber, including 
a reservoir of the agent" can he found, for instance, on page 9, line 4 - page 10, line 5, on 
page H), lines 25-28. and on page 130, paragraph 9. Farther, support for the amendment to recite 
tk*t t.tc ftrdk-r transfer mcuvs is disposable can be found, ■\>r example, or. page '3, lines 5.-13. 
No new matter is added. 

Support for the amendment to claim 101 can he found throughout, the specification as 
originally filed, for instance, on page 9, line 4- page 10, line 5, and on page 10, line 30 - 
page 11, line 10. No new matter is added. 

H is submitted that the claims herewith are patentabiy distinct over the prior an, and these 
claims are in full compliance with the requirements of 35 U.S.C. §112. The amendments to the 
claims presented herein are not made for purposes of patentability within the meaning of 35 
U.S.C. §§§§ 101. 102, 103 or i 12. Rather, these amendments and additions are made simply to 
clarify t he scope of protection to which Applicant is entitled. 

II, TEE REJECTION UNDER 35 U.SX. $ 112 IS OVERCOME 

Claims 1-3, 5, 7, 1 1, 13, 15, 17, 19, 20, 22, 23, 25, 26, 28-32, and 34-41 are rejected 
under 35 U.S.C. § 112, second paragraph as allegedly being indefinite. According to the Office 
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Action, the recitation that the chamber, input storage container, and output container are 
"'disposable" in. claims 1, 2. 40, and 41 is allegedly indefinite, because the term is subject to 
interpretation between routineers. This rejection is traversed. 

Initially. Applicant reminds that claims must be given the broadest reasonable 
interpretation consistent with the specification. In re Morm, 127 F.3d 1048, 1054, 44 USFQ2d 
1023. 1027 (Fed. Cir. 1997). In the present ease, Applicant asserts that, one of ordinary skill in 
.the art would understand that the term ''disposable'* as used in the claims based on the 
vLsdoMucs ik 4:e Kpcc'ficatiou as oj^ru U filui hrs imtancv. 'Jk spoeXjceoon rtdicates that 
the disposable components of the device may be "disposed, of after each procedure." 
{Specification, page 23, lines 25-26). The specification also indicates that, after the process of 
using the device is complete, the disposable components of the device, such as the chamber, 
'"may be disposed of." (Specification, page 29, lines 29-32). Thus, based on the specification, 
the skilled artisan would understand the meaning of the term "disposable/" including its metes 
and hounds, as recited in the instant claims. 

Accordingly, Applicant asserts that the instant claims are not Indefinite, and respectfully 
requests reconsideration and withdrawal of the rejection under § 1 12, second paragraph. 

ML THE REJEC TIONS UN DER 35 U.S.C. g 102 ARE OVERCOME 

Claims 1-3. 15, 19, 20, 22, 23, 25, 26, 28-32. and 34-41 are rejected under 35 U.S.C. 
§ '02(b) as aiiejiodK bofcy cmticioated by koL-tsu e? al {In Patent K«. 34,423 », by 
Barenholz. et al. {'U.S. Patent No. 4,812.314), or by Reddy et al. (U.S. Patent No. 6,054,587). 
These rejections are traversed and will be addressed collectively. 

Initially, Applicant respectfully notes that <l [a] rejection for anticipation under section 102 
requires that each and even limitation of the claimed invention be disclosed in a single prior art. 
referenced In re Buszard 504 F.3d 1364. 1366 (Fed. Cir. 2007) (citing in re Paulsen. 30 F.3d 
1475. 1478-79 (Fed. Cir. 1994); Karsten Mfg. Corp. v. Cleveland Go! f Co. . 242 F.3d 1376, 1383 
(f ed. Cir, 2001} ("Invalidity on the ground of 'anticipation' requires lack of novelty of the 
invention as claimed . . . that is, ail of the elements and limitations of the claim must be shown in 
a single prior reference, arranged as in the claim/ 1 )). 

With this in mind. Applicant asserts that the cited references do not anticipate the instant 
claims. Instant Independent claims 1, 2, 40, and 41 recite that the claimed, device comprises 
"transfer means communicating between the input storage container and the chamber for 

- 11- 



PATi-XF 
Docket No. 43059.01 ,2003 

transferring the ceils from the storage container continuing to the chamber" and "a further 
transfer means for transferring a volume of the agent into the chamber, including a reservoir of 
the agent." One of ordinary skill in the art would recognize that none of the cited references 
teach a further transfer means for transferring a volume of she agent to the chamber, a further 
transfer means that Includes a reservoir of the agent, or a further transfer means that is 
disposable. The only alleged transfer means recognized by the Office Action in these cited 
references is the unscrewing of the roller bottle cap in the roller bottle in Koketsu et al. {see 
Office Action, page 5). the unscrewing of the cap to a culture flask in Barenholz et al. {see Office 
Action., page 6), and the unscrewing of the cap of the Falcon tube in Reddy et al (see Office 
Action, page 6). The skilled artisan would understand that these alleged transfer means of the 
cited references cannot meet the disclosures in the claims, as they cannot comprise a volume of 
the agent and cannot be disposable. 

For at least these reasons, Applicant asserts that none of Koketsu et al., Barenholz et al., 
or Reddy el al. anticipates claims L 2, 40, or 41, or claims 3, 15, 1.9, 20, 22, 23, 25, 26, 28-32, 
and 34-39 that depend therefrom. Accordingly. Applicant requests reconsideration and 
withdrawal of the rejections under Section 102. 

IV. THE REJECTION 35 IJ.S.C § 103 IS OVERCOME 

Claims 101, 104, 105, and 107 were rejected under 35 IJ.S.C. § 103(a) as allegedly being 
unpatentable over Palsson et al. (U.S. Patent No. 5,88007}. This rejection is traversed. 

Initially, Applicant respectfully notes that in determining obviousness one must consider, 
inter alia, the differences between the prior art devices and the claimed invention. See Graham 
v. John Deere Co., 86 S. Ct 684 (.1966); see aim KSR In! 7 Co. v. Tdefiex Inc.. 127 8. Ct. 1 727, 
1733 -34 (2007). Also, for an invention to be obvious, a person of ordinary skill in the art needs a 
reason to attempt to carry out the claimed process and needs a reasonable expectation of success 
in doing so. Pharmasiem Therapeutics, Inc. v. Viacell, Inc. 491 P. 3d 1342, 1360 (2007) 
(citations omitted). 

Applicant notes thai claim 101 is amended to herein recite that the device comprises "a 
carbon dioxide control means for introducing an amount of carbon dioxide into the heated 
incubation chamber." Palsson et al. does not teach or even suggest a device comprising a means 
for introducing an amount of carbon dioxide into a heated incubation chamber; rather, Palsson et. 
al states that carbon dioxide "must, be removed.'" and discusses the use of a gas permeable 
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membrane. vStv i'-tb^ou a!., col 7, hnc V2 enj. 8. sine 4), Such t-^ckx-ujes \^ml<\ not lead 
the aVnkxl a^san u> a. devke slut cuMipn.se:-> a. nu';sus to »ntrodfuv carbon duwdv' 

h» at ho^c K.t^ors Apjl *. *>\\ jsw-utl dt P^K- >r c* al coo** xa icn.Sh d^r- Hi, 
i>r camis 104, 105. aad iU? thai depend iheietrom, unpAientaHe. VvOsdtneH. Applicant 
recnk'ta.s res.vn,->lderation and withdrawal of Lhe airoUon under Swuon 103. 
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REQUEST FOR INTERVIEW 

if any issue remains as an impediment to allowance, an interview wiih the Examiner and 
SPE are respectfully requested and the Examiner is additionally requested to contact the 
undersigned io arrange a mutually convenient time and manner for such an interview. 



- 14- 



PA! EM' 
Docket No. 43059.01 .200? 

CQ.VCLUSION 

In view of the remark? and amendments herewith, the application m e»>nditioii for 
allowance. Favorable reconsideration of (he application and prompt issuance of a Notice of 
Allowance are earnestly solicited. The undersigned looks toward to hearing favorably from the 
Extra f an e..v'l\ date, and tne I \anner i m\ ted o ic-Lpho i?u-'h ^obU» f dv uidersigned 
to advance prosecution. 

Respectfully submitted, 
VKDPF.R PRiCFP.C. 

Br " ^ , w - 

Thomas\lf Kowalski . 
Registration No, 32,14/ 
Deborah I..-. Lu 
Registration No. 50.940 
Heidi E. L miasm 
Registration No. 54,283 
Telephone: (2 i 2) 407-7700 
Facsimile: {212)407-7799 
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